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DETAILED ACTION 

Based on Applicants' representative, Mercedes Meyer, interview with Julie Burke on 
January 14, 2009, the restriction requirements of May 22, 2008 and January 16, 2009 as well as 
the notice of non-compliance of January 7, 2009 are herein vacated. Said vacated restriction 
requirements are replaced with the election of species requirement below. 

Election/Restrictions 

Claims 1-35 are pending. 

This application contains claims directed to more than one species of the generic 
invention. These species arc deemed to lack unity of invention because they are not so 
linked as to form a single general inventive concept under PCT Rule 13.1 . 

The species are as follows: 

(A) The proteases with one of the specific amino acid residue at the 97 th position, as 
listed in Claims 1 and 12-17, for example. 

(B) The cleavage motifs from the group consisting of the motifs described in Claims 1-9, 
11-24, and 26-35. (It is noted that because SEQ ID NO: 12 encompasses SEQ ID NO: 11, no 
election of species would be required between SEQ ID NO: 1 1 and 12.) 

Applicant is required, in reply to this action, to elect a single species from (A) and single 
species from (B) to which the claims shall be restricted if no generic claim is finally held to be 
allowable. The reply must also identify the claims readable on the elected species, including any 
claims subsequently added. An argument that a claim is allowable or that all claims are generic is 
considered non-responsive unless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which are written in dependent form or otherwise require all 
the limitations of an allowed generic claim. Currently, the following claim(s) are generic: 
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Claims 1 and 12 are generic to the protease species. 

Claims 1 and 12 are generic to the cleavage motif species. 

The species of (A) and (B) do not relate to a single general inventive concept under PCT 
Rule 13.1 because, under PCT Rule 13.2, they lack the same or corresponding special technical 
feature for the following reasons. 

Where a single claim defines alternatives of a Markush group, the requirement of a 
technical interrelationship and the same or corresponding special technical features as defined in 
Rule 13.2, is considered met when the alternatives are of a similar nature. When the Markush 
grouping is for alternatives of chemical compounds, the alternatives are regarded as being of a 
similar nature where the following criteria are fulfilled: 
(A) all alternatives have a common property or activity; AND 
(B) 

(1) a common structure is present, that is, a significant structural element is 
shared by all of the alternatives; OR 

(B) 

(2) in cases where the common structure cannot be the unifying criteria, all 
alternatives belong to a recognized class of chemical compounds in the art to 
which the invention pertains. 

The phrase "significant structural element is shared by all of the alternatives" refers to 
cases where the compounds share a common chemical structure which occupies a 
large portion of their structures, or in case the compounds have in common only a small 
portion of their structures, the commonly shared structure constitutes a structurally 
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distinctive portion in view of existing prior art, and the common structure is essential to 
the common property or activity. 

The phrase "recognized class of chemical compounds" means that there is an expectation 
from the knowledge in the art that members of the class will behave in the same way in the 
context of the claimed invention, i.e. each member could be substituted one for the other, 
with the expectation that the same intended result would be achieved. 

The technical feature linking the species of (A) and (B) appears to be that they all relate 
to methods for cleaving proteins using a protease. However, methods for cleaving proteins using 
a protease were well known in the art. Moreover, Okuno et al, 2002 (IDS) teach cleavage of the 
peptide RLELYK^RHHG with OmpT protease (Table 3), which anticipates Claim 1 . Therefore 
the species share no special technical feature as defined by PCT Rule 13.2, as it does not define a 
contribution over the prior art. Furthermore, the proteases of species (A) do not share a common 
structure and function, as defined by cleavage specificity (Table 1 & Fig 3). Likewise, the 
species (B) listed in Claims 1-9, 1 1-24, and 26-35 do not share a common structure and function, 
as defined by the ability to be cleaved by any encompassed protease (Table 1 & Fig 3). Thus the 
encompassed methods, using each protease in combination with each cleavage motif, do not 
share a common structure and function. 

Applicant is advised that the reply to this requirement to be complete must include (i) an 
election of a protease and cleavage site to be examined even though the requirement may be 
traversed (37 CFR 1.143) and (ii) identification of the claims encompassing the elected 
invention, including any claims subsequently added. An argument that a claim is allowable or 
that all claims are generic is considered nonresponsive unless accompanied by an election. 
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The election may be made with or without traverse. To preserve a right to petition, the 
election must be made with traverse. If the reply does not distinctly and specifically point out 
supposed errors in the election of species requirement, the election shall be treated as an election 
without traverse. Traversal must be presented at the time of election in order to be considered 
timely. Failure to timely traverse the requirement will result in the loss of right to petition under 
37 CFR 1 .144. If claims are added after the election, applicant must indicate which of these 
claims are readable on the elected species. 

To insure that each document is properly filed in the electronic file wrapper, it is 
requested that each of amendments to the specification, amendments to the claims, Applicants' 
remarks, requests for extension of time, and any other distinct papers be submitted on separate 
pages. 

It is also requested that Applicants identify support, within the original application, for 
any amendments to the claims and specification. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sheridan L. Swope whose telephone number is 571-272-0943. 
The examiner can normally be reached on M-F; 9:30-7 EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Dr. Nashed can be reached on 571-272-0934. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published application 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
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applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direet.uspto.gov . Should you have questions on the access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



/SHERIDAN SWOPE/ 
Primary Examiner, Art Unit 1652 



